REMARKS 



Reconsideration of the application, as amended, is respectfully requested in view of the 
following remarks. 

In view of the informality noted by the Office, claims 2 and 1 1 have been canceled 
without prejudice. 

The Office has rejected claims 1-13 and 15-17 under 35 U.S.C. 103{a) as being 
unpatentable over Reimer et al. (WO 01/37850) in view of O'Callaghan et al. (WO 
93/04593). According to the Office it would have been obvious to use the 
hypoallergenic whey protein hydrolysates taught by O'Callaghan in place of the sweet or 
acid whey protein in the method of treating diabetes as taught by Reimer. 

It is submitted that there is no incentive for a person of average skill in the art to 
Combine the teachings of Reimer with those of O'Callaghan. Reimer teaches to treat 
type li diabetes with the help of a milk protein hydrolysate which is capable of inducing 
release of GLP-1 . As explained on page 2, lines 16-18, "increasing insulin secretion is a 
key goal in the treatment of type II diabetes and stimulation of endogenous release of 
GLP-1 is a potential/prospective alternative to intravenous administration." In other 
words, the capability of a milk protein hydrolysate to induce release of GLP-1 is a critical 
feature of the teachings of Reimer. In addition, it is noted that Reimer teaches that 
caseinoglycomacropeptide (CGMP) is largely responsible for the GLP-1 inducing effect 
of certain milk protein hydrolysates. 

O'Callaghan relates to infant formulae and special dietetic foodstuffs that contain a 
hypoallergenic whey protein hydrolysate. If, as implicitly asserted by the Office, a 
skilled person would be led to replace the mtik protein hydrolysate in the method of 
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treating type II diabetes taught by Reirner with a suitable hypoallergenic hydrolysate, 
such person would only consider candidates that are capable if inducing GLP-1 release. 
The Office points too no data or suggestions in O'Callaghan which imply that the 
hypoallergenic whey protein hydrolysate described therein are capable of inducing GLP- 
1 release. Therefore, it would require the benefit of hindsight from the present 
application to argue that the hypoallergenic whey protein hydrolysates of O'Callaghan 
could suitably be employed in the treatment of type II diabetes as taught by Reirner. 

Applicants submit that knowing that the peptide part of CGMP, the essentia! component 
in the milk protein hydrolysates of Reirner, has a molecular weight of 8,000 Dalton, but 
that the molecular weight of the glycosylated molecule can range from 25,000 to 30,000 
Daltons (see the attached Davisco publication found on the Internet), a skilled person 
would expect the hypoallergenic whey hydrolysates of O'Callaghan to be largely 
ineffective in the method taught by Reirner. The molecular weight distributions of the 
hypoallergenic whey protein hydrolysates depicted in the Tables 2, 4, 6, 8 and 10 
contain only a minor fraction of material having a molecular weight in excess of 5,000 
Daltons. Clearly, in the whey protein hydrolysates of O'Callaghan CGMP content has 
been reduced substantially as a result of proteolysis and subsequent microfiltration, 
meaning that a skilled person would not contemplate using these hypoallergenic whey 
protein hydrolysates in the treatment of type II diabetes as taught by Reirner. 

With respect to the Office's implicit assertion that treatment of type II diabetes inherently 
corresponds with the method defined in present, applicants submit as follows. 

Finally, it is noted that present claim 1 recites that the whey protein hydrolysate contains 
30-45 wt.% of material having a molecular weight of at least 10,000 Daltons. However, 
the hypoallergenic whey protein hydrolysates described in Tables 2, 4, 6, 8 and 10 
contain 2.3-1 1 .2 wt.% of material having a molecular weight of at least 5,000 Daltons. 
Consequently, even if a skilled person were to employ a hypoallergenic whey protein 

6 



hydrolysate taught by O'Callaghan in the method as taught by Reimer, the Office points 
to no teaching by O'Callaghan of the presently recited range of higher molecular 
weights, so the cited references would not lead such person to the subject matter of 
present claim 1 . 

Applicants are willing to file a terminal disclaimer upon indication of allowable subject 
matter. 

In view of the foregoing, it is respectfully requested that the application, as amended, be 
allowed. 




Respectfully submitted. 



Gerard J. McGowan, Jr. 
Registration No. 29,412 
Attorney for Applicant(s) 
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